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Current Data Review & Approval Guidelines for Smoking Lab 



Technician 

Technical Leadership (TL) 

Test (number of reps) 

Responsibilities for 
reviewing test results 

Criteria for reviewing, 
rejecting, & rechecking 

Requirements for 
recording data rejection 

Responsibilities for 
reviewing test results 

Criteria for approving, 
rejecting, & rechecking 

Requirements for recording 
data rejection 


Initial Weights 

No review necessary 






Smoking of cigts 

Smoker 

Check for leaks, holes in 
cigts and or anything 
unusual. 

Any abnormalities will be 
noted on Run sheet so 
weigh station can “Bad 
Port” 




Final Weights 

Weigh Station/Smoker 
(B shift does both) 

Reviews the data on the 
screen before shipping to 
database. If the word 
“Exception” appears on 
the sheet they will look 
for negative numbers, 
they look at Standard 
Deviation of the monitor 
as well as of the samples. 
If anything unusual 
stands out they go back 
to the smoker and ask if 
they noticed anything 
during the smoking 
process. If the answer 
was no the data will be 
brought to the TL’s 
attention. If the answer 
is yes the port will be 
“Bad Ported” 

Any data that is “Bad 
Ported” by the Technician 
has to be written on the 
Control Chart with the 
reason that it was “Bad 

Portd”.^(}Mi.ouj 4-0 
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Prutz 1 

Observes trends as data is 

plotted. 

Will only review data 
at this point if it is 
brought to the TL by 
the Technician. 

Will ask for rechecks 
when an assignable 
cause is known. Does 
not reject any data at this 
point unless there is an 
assignable cause, waits 
until the “Outlier runs”, 
then use criteria set in 

PPI095-265 

If data is rejected then it is 
recorded in “Notes Editing” 
as to why data was rejected. 

If sample is Re-smoked 
because it falls out of the 
criteria set in PPI then the 
Group/Sample is logged into 
a logbook and it is noted in 
“Notes Editing” why it is 
being Re-smoked 


Source: https://www.industrydocuments.ucsf.edu/docs/fhmk0001 
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Technician 

Technical Leadership (TL) 

Test (number of reps) 

Responsibilities for 
reviewing test results 

Criteria for reviewing, 
rejecting, & rechecking 

Requirements for 
recording data rejection 

Responsibilities for 
reviewing test results 

Criteria for approving, 
rejecting, & rechecking 

Requirements for recording 
data rejection 


Pad Transfer 
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Control Chart 
Monitoring 


Will review data and 
look for ports that have 
been “Bad Ported” (these 
ports will not be sent to 
the Analytical Lab) Will 
check Run sheets and 
compare sheet to the tray 
to ensure sheets are 
accompanying the 
correct tray. When 
tearing down the Run 
will look at the pads to 
make sure that there are 
no punctures in the pads, 
look for ring 
stains(caused by cigt 
being pushed up against 
the pad) and look for 
TPM on other side of 
pad that is caused by 
leaking that may not 
have been detected by 
the smoker. 


The smoker is 
responsible for ensuring 
that the process is in 
control. After the run 
results are given back to 


When any problem 
shows up in the pad 
transfer, that technician 
will carry it back to the 
smoker and ask if they 
noticed anything in the 
smoking process. If the 
pad is punctured then 
that port will be “Bad 
Ported”, if there is 
indication that there was 
a leak, that port will be 
“Bad Ported”. 
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Any assignable cause 
port should be written on 
the control chart. If there 
is no assignable cause 
then any port that is 


Any ports that are “Bad 
Ported” will be taken back 
to the smoker and that 
information will be 
documented on the Control 
Chart. This technician 
should also inform the GC 
Technician so they can set 
ports to “Missing” 


Monitor data information 
is noted on control charts 


Will review data that is 
brought to the attention 
by the Technicians. If 
they see a lot of 
problems with the run 
the TL will investigate 
as to whether the 
correct cigarettes were 
smoked; if they were 
smoked in the correct 
ports; did they smoke 
the correct group. If 
none of these things 
can be explained, a Re¬ 
smoke is requested. 
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No approval is done at 
this point. If a technician 
can not explain why a 
run looks incorrect, 
he/she will bring it to 
the attention of the TL. 
After review and 
investigation of the 
problem the TL will 
request a re-smoke (i.e., 
ifnumbersthathavea 
wide range which render 
a high standard 
deviation, cannot be 
explained). 


Samples/Group will be . 
logged in logbook (located at 
prep station) and the reason 
for the add run or recheck of 
sample is put in notes editing. 
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At least once a week 
(most of the time it is 
done daily) control 
charts are viewed to 
see if the process is in 
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Will not reject anything 
unless there is an 


Information will be recorded 
on the control chart. 
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Source: https://www.industrydocuments.ucsf.edu/docs/fhmk0001 
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Test (number of reps) 


Technician 

Technical Leadership (TL) 

Responsibilities for 
reviewing test results 

Criteria for reviewing, 
rejecting, & rechecking 

Requirements for 
recording data rejection 

Responsibilities for 
reviewing test results 

Criteria for approving, 
rejecting, & rechecking 

Requirements for recording 
data rejection 


the smoker the monitor ^ below 17.0 or higher / 
data is plotted and trends' than 24.5 shouUbe^J^" 
are observed. “Bad PortecT. Port 

should be circled and a 
note should be placed on 
the back of the control 
chart. These ports need 
to be observed to ensure 
nothing unusual is 
happening during the 
smoking process. If a 
problem is observed then 
the maintenance 
Technician should be 
called. 


TPM and Puff Ct 
Approval (linear) 
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control. If the process assignable cause. 

is out of control the 

charts are brought to 

the TL and will be 

investigated as to what 

needs to be done, if 

anything. Ui __—^ 
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Status “50” report will 
be generated for 


Criteria for approving 


Re-smoke of samples or 
groups are recorded in the 
logbook located in the prep 
area. 
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samples that the outlier samples are set in PPT 
kicked out and needed 095-265. Ifdatacannot 
to be reviewed by the be explained review of 
TL. Under Editing and the Nicotine and Water 


vur.o .» 
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Approval screen data 
can be review by data 
set. Criteria set in PPI 
095-265 will be used 
when reviewing data. 


may be necessary. If 
there is an assignable 
cause such as all other 
nicotine numbers being 
1.0 and there is a.50 


Source: https://www.industrydocuments.ucsf.edu/docs/fhmk0001 
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Current Data Review & Approval Guidelines for Smoking Lab 



Technician 

Technical Leadership (TL) 

Responsibilities for 
reviewing test results 

Criteria for reviewing, 
rejecting, & rechecking 

Requirements for 
recording data rejection 

Responsibilities for 
reviewing test results t 

Criteria for approving, 
rejecting, & rechecking 

Requirements for recording 
data rejection 


TPM and Puff ct 
Approval (Borg) 
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If process was in 
control during smoking 
data will not be 
rejected. Data will be 
approved. 

Assure there is a 
correct number of ports 
for the type of program 
that is being tested. If 
there are not enough 
good ports then a 
recheck will be 
requested. 


Technical Leader 
responsible to ensure 
correct number of ports 
have been smoked. 
Because there are only 
Sports smoked the 
Std Deviation is 
reviewed but the 
criteria that is used to 
decide whether are- 
smoke needs to be 
done is the criteria that 
was set in the memo 
dated 12/6/96 from D. 
Parthenopoulos 


then this value would be 
taken back to the nic and 
water kb to see if there 
could have been a 
problem. If they can not 
find a cause then more 
than likely the outlier 
will detect a problem. If 
all data meets the 
criteria set in PPI095- 
265 the values will be 
approved. When there is 
a problem such as, 

possible sample mix up Samples will be logged in the 
the sample/group will be logbook and a note will go in 
rechecked. “Notes Editing” to explain 

why it was re-smoked. 

If sample falls outside 
the criteria set in memo 
then the sample will be 
set for a re-smoke. If 
sample falls in the 
criteria then it will be 
approved. 


Source: https://www.industrydocuments.ucsf.edu/docs/fhmk0001 
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Current Data Review & Approval Guidelines for Smoking Lab 



Technician 

Technical Leadership (TL) 

Test (number of reps) 

Responsibilities for 
reviewing test results 

Criteria for reviewing, 
rejecting, & rechecking 

Requirements for 
recording data rejection 

Responsibilities for 
reviewing test results 

Criteria for approving, 
rejecting, & rechecking 

Requirements for recording 
data rejection 


“Smoking Procedure 
and Limit of 
Tolerance. 
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Source: https://www.industrydocuments.ucsf.edu/docs/fhmk0001 















